
RHODE ISLAND DEPARTMENT OF HEALTH 
INSTITUTIONAL REVIEW BOARD  

PROPOSAL ABSTRACT COVER SHEET 
 
1.  IRB Application No. ______________________  (to be filled in by HEALTH IRB) 
         
2.  Review Requested: ( )  Exempt (see pp. 7-8)  Note:  Final determination of the type 
   ( )  Expedited (see pp. 10-13) of review to be performed rests with 
   ( )  Full Board (see p. 14)  the HEALTH IRB. 
 
3.  Date of Request: __________________________  
 
4. Principal Investigator: _______________________________ 

     Affiliation: ________________________________________ 

      Address: ___________________________________________________________________________ 

      Tel: _______________________ Fax: _______________________Email: _______________________ 
 
4. If Principal Investigator is a student working with a faculty advisor, provide information below: 

         Faculty Advisor: ___________________________________________________________________ 

        Faculty Advisor’s Address: ___________________________________________________________ 

        Faculty Advisor's Affiliation: __________________________________________________________ 
 
5.  Project Title: ________________________________________________________________________ 
              
6.  Anticipated Number of Subjects: ________ 7.  Project start date: __________ End date: ____________ 
 
8.  Has funding been requested?   Yes ( ) No ( )  If yes, complete the following:  

Sponsoring Agency__________________________________ Proposal Submission Date______________ 

     
9.  Does the project involve:          Yes         No   10.  Does the project preserve:               Yes      No 

Research on Fetuses, Pregnant    Subjects’ Anonymity?          ( )      ( ) 
Women, or Human InVitro    Subjects’ Confidentiality?          ( )      ( ) 

   Fertilization?  ( ) ( )                  
Research on Minors?  ( )  ( ) 
Research on Prisoners?   ( )  ( ) 
 
If yes to vulnerable populations, provide a justification for including the population, information on 
possible risks to the population, and a description of special procedures or forms to be used in the 
informed consent process. 
 
11. Identify on a separate sheet any other participants (individuals, institutions, agencies) involved in the 

project and provide the date IRB approval was received or requested for each.  Attach other IRB 
approval documents and/or letters of agreement to participate, as available. 

   
DO NOT WRITE BELOW THIS LINE 

 
Date of Annual Review: ______________________ 
 
APPROVED    DATE        
 



RHODE ISLAND DEPARTMENT OF HEALTH 
INSTITUTIONAL REVIEW BOARD  

APPLICATION FOR REVIEW 
 
 
Complete all sections unless otherwise indicated.  Attach continuation pages as 
needed. 
 
1. Project Title: 
 
 
2. Principal Investigator's Name: 
 

Institutional Affiliation: 
 

Telephone Number: 
 
3. Sponsor of the Study: 
 
4. Is the project eligible for expedited review?         

_____Yes 

_____ No 
 
If yes, on what basis?  (Refer to categories in Appendix E) 

 
 
 
 
 
5. Principal Investigator’s professional qualifications to do the research, including a 

description of any necessary support services and facilities: 
 
 
 
 
 
 
6.  What is the purpose of the project, including the expected scientific benefits to be 

gained by doing the project? 
 
 
 
 
 
 
 



7.  What are the potential benefits of the research, if any, to the individual human 
subjects, the community, or to society? 
 
 
 
 
 
 
 
8.   What are the results of previous related research, if any? 
 
 
 
 
 
 

9.  Are certain potential human subjects excluded? 

_____ Yes                                                                   

_____ No 
 

If yes, please describe criteria for inclusion/exclusion: 
 
 
 
 
 
10. What is the justification for inclusion of the proposed subjects? Provide specific 

justification for inclusion of any special/vulnerable populations, i.e., fetuses, 
pregnant women, and human in vitro fertilization; prisoners; and children:  (See 
Appendices B and C) 

 
 
 
 
 
 
 
11.  Describe the study design, including, as needed, a discussion of the 

appropriateness of research methods: 
 
 
 
 
 
 



 
 
12.  Describe the procedures to be performed on human subjects and/or the proposed 

uses of personally identifiable data:          
 

 
 
 
 
 
 
13.       Describe all potential risks of harm to subjects, subjects’ families, the community, 
or society, including those related to any proposed use of personally identifiable data:  
(See Guidance document, page 6, Confidentiality, Privacy and Research Risk.) 
 
 
 
 
 
 
 
14.       What are the provisions for managing adverse reactions, outcomes, or events 
resulting from participation in the research? 
 
 
 
 
 
 
 
15.  What provisions are being made for the protection of the human subjects' 
privacy? 

 
 
 
 
 
 
 
16. Describe the Informed Consent Procedures: 
 

A) Description of circumstances surrounding the consent procedure, including 
setting, subject autonomy concerns, language difficulties, vulnerable populations: 

 
 
 
 



B) Protocols for “verbal informed consent” used in telephone surveys: 
 
 

 
 

C) Procedures for documenting informed consent, including any procedures for 
obtaining assent from minors, using witnesses, translators, and document storage: 

 
 
 
 
D) Procedures for continuing review of the informed consent process, if applicable: 
 
 
 
 
17.  What are the costs to subjects for their participation in the study, if any? 
 
 
 
 
 
 
 
18. What is the compensation to subjects for their participation, if any? 
 
 
 
 
 
 
 
19. What provisions are being made for the protection of confidential information 

related to the human subjects?  (See Guidance document, page 6, Confidentiality, 
Privacy and Research Risk) 

 
 
 
 
 
 
20. What are the procedures for protection, erasure or destruction of confidential data 

when the project ends? 
 
 
 



 
 
21. Any additional information or clarifications the investigator would like to present 

that may be relevant to Institutional Board Review of the Proposal 
 



RHODE ISLAND DEPARTMENT OF HEALTH 
INSTITUTIONAL REVIEW BOARD 

Human Subjects Research Progress Report 
 
Project Title:         IRB#     

Principal Investigator/Organization:         

Date of Initial Approval:________ Type of Initial Review:  ______   
                        (Expedited or Full Board)      
Date of Previous Approval:     

Agency or Funding Source:          

1. Have you modified your research protocol or your consent form in any way since 
your last review?   Yes___ No___   If you have made modifications, you are 
required to submit a revised protocol and/or revised consent form to the IRB.  

2. Are the subjects under study members of a special population such as minors, fetuses, 
aborted fetuses, pregnant women, prisoners, or the mentally disabled?  Yes___ No___   
If yes, specify which populations:__________________________________ 

 
3. Are human subjects in this project considered to be at more than "minimal risk" as 

defined in the Code of Federal Regulations, 45 CFR 46, Protection of Human 
Subjects? ("Minimal risk" means that the risks of harm anticipated in the proposed 
research are not greater, considering probability and magnitude, than those ordinarily 
encountered in daily life or during routine physical or psychological examinations or 
tests.)   Yes___  No___ 

 
4. Number of subjects entered into the project during the last project year.__________  
5. Number of solicited subjects who declined to participate in this project during the last 

project year:__________  
6. Number of subjects who withdrew from the project during the last project 

year:__________  If any, attach a description of the reason(s) for withdrawal.  
7. Number of consent forms signed during the last project year.__________  
8. Were any adverse events, side effects, untoward clinical reactions or newly 

recognized risks, etc., noted during the last project year?   Yes___  No___    
If yes, attach a description of all adverse consequences and the number of times 
noted.  Identify any that were unanticipated and not specified as risks in the 
informed consent statement.  Describe the strategies adopted to reduce or avoid 
the observed adverse consequences.  

9. Are subjects paid a fee or offered other inducement to participate?   Yes___  No___  
10. Write and attach a brief (200 words or less) report describing the progress of 

your research thus far.  Include a summary of any recent literature, findings or 
information that has become available since the last review concerning risks 
associated with the research.   

11. Please attach a copy of your current consent form. 
           
  (Signature of Principal Investigator)                                 (Date)  
 
Revised 08/04 



 



ASSURANCE OF PRINCIPAL INVESTIGATOR 
  
 
Principal Investigator: ______________________________________________ 
 
Institutional Affiliation: _____________________________________________ 
 
Project Title: ______________________________________________________ 

  
  
  

 I CERTIFY as follows concerning the above named research proposal in which 
I am the principal investigator: 
  
1) The rights and welfare of the subjects will be adequately protected. 
 
2) Risks or discomfort (if any) to subjects have been clearly and fully presented, and it 

has been shown how they are outweighed by potential benefits to the individual 
subject or by the importance of the knowledge to be gained. 

 
3) The informed consent of subjects is an ongoing process.  Consent will be obtained 

and documented by appropriate methods, which meet the requirements of federal 
regulations and the IRB. 

 
4) Any proposed changes in research activity will be reported to the IRB.  Those 

changes may not be initiated without IRB review and approval except where 
necessary to eliminate apparent immediate hazard to the subjects. 

 
5) Any unanticipated problems involving risks to human subjects or others will 

promptly be reported to the IRB. 
 
6) I have reviewed and agree to comply with all federal, state, and local laws, rules, 

regulations, policies, and procedures related to the protection of human subjects. 
  
 
 
  
Signature:  _____________________________ Date:      

Principal Investigator 
 
   
Acknowledged: ____________________________ Date:      

       Chair, HEALTH IRB  
 

 


